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Summary 
 
The role of in-vitro diagnostics (IVD) and how it is being perceived in the German 
medical market has changed, from being considered a mere cost factor and irrelevant to 
direct treatment, to playing a major role in patient monitoring and advanced applications 
in general care. The medical market has come to acknowledge that IVD applications can 
result in huge cost benefits and therapeutic improvements.  The 2003 European IVD 
market amounted to USD 10.67 billion, with an estimated annual average growth rate of 
7% until 2008.  Market analysts count Germany, Italy and France as the top three 
markets.   
 
Still, a number of laboratories refuse to invest in new, often premium-priced, in-vitro 
diagnostic tests whenever those entail revamping of standard practices.  Therefore, U.S. 
suppliers of in-vitro diagnostics should put an emphasis on cost savings and patient 
benefits.  Suppliers of in-vitro diagnostics are also faced with challenges such as 
mandatory CE marking, multilingual user manuals and operating instructions and high 
R&D and marketing costs.  Despite these challenges U.S. suppliers of in-vitro diagnostics 
should see excellent growth potential in Germany, with molecular biology, coagulation, 
heamatology, new markers and assay technology and point-of-care testing as the 
segments estimated as highest growth areas.  The market will see further alliances 
between IVD suppliers and universities, clinics and hospitals to offset R&D investments. 
 
Market overview 
 
Exchange rate used: USD 1 equals EUR 0.75 
 
In 2003, the world market for diagnostics totaled USD 26 billion (EUR 21.6 billion) and 
Boston Biomedical Consultants Inc. (BBC) estimates that, will see an annual average 
growth rate of 7% up until 2008. The European market, accounting for 37% of the global 
market, amounted to roughly USD 10.67 billion (EUR 8 billion) in 2003. With 24% of the 
total, Germany was the largest European market and reached a value of USD 2.33 billion 
(EUR 1.76 billion), of which reagents accounted for USD 2.06 billion (EUR 1.55 billion), 
or 88.3%, a market growth of 1.7% over 2002 levels (USD 2.3 billion; EUR 1.73 billion). 
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In 2003, market value of laboratory product segments in Germany were as follows: 

Laboratory Product Segments in USD million (2003)
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Market growth is mainly based on developments in the self-test market (OTC), which 
increased by 6% in 2003. The 2003 laboratory diagnostics market dropped by 0.4% to 1.54 
billion (EUR 1.16 billion). About one third of 2003 sales (approx. USD 731.5 million) were 
achieved with biotechnologically derived products. Approximately half of the roughly 600 
German biotechnology companies are active on the diagnostics market. 
 
In 2004, the German diagnostics industry reached estimated sales of USD 2.34 billion 
(EUR 1.76 billion), of which approximately USD 807.3 million (EUR 607 million) resulted 
from OTC self-test sales. 
 
The laboratory diagnostics market stagnated in the years 1991 to 2003. The OTC 
diagnostics sector registered a compound growth of more than 500% over the same 
period. In total, the German diagnostics market grew by approximately 35% over the 
ten-year period 1991-2003. 
 

Diagnostic Market Germany 2000 - 2003 in EUR million 

  2000 
2000/ 
1999 2001 

2001/ 
2000 2002 

2002/ 
2001 2003 

2003/ 
2002 

  in %  in %  in %  in % 
Diagnostics 1,489.9 1.3 1,613.5 6.2 1,725.3 6.9 1,754.8 1.7 
Without OTC 1,099.3 -3.2 1,102.9 2.4 1,161.8 5.3 1,157.4 -0.4 
Accredited 
physicians 
laboratories -15 6.2 6.9 1.7 
Source: VDGH March 2004 
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Market Trends 
 
Biotechnologically manufactured reagents will continue to grow strongly, as will rapid 
and microbiological diagnostic tests.  Genetic probe tests continued to be in great 
demand and witnessed a sales increase in the first half of 2004 of 3.5% to USD 4.25 
million (EUR 3.4 million). They are mainly used in the context of thrombo-embolic 
diseases, Alzheimer, breast cancer, and Chorea Huntington. The market will see further 
alliances between IVD suppliers and universities, clinics and hospitals to offset R&D 
investments.  U.S. suppliers of in-vitro diagnostics should see excellent growth potential 
in Germany, with molecular biology, coagulation, heamatology, new markers and assay 
technology and point-of-care testing as the segments estimated as highest growth 
areas. 
 
Health Data Germany 
 
In December 2003, Germany counted a total population of 82.6 million, of which 40.4 
million were male and 42.2 were female.  9.8% of German males reported an illness 
2003 and 11.1% of German females.  Nearly 90% of the population, or 72 million 
people, are insured in the Statutory Health Insurance (SHI). 
 
In 2003, SHI spent USD 4.3 billion (EUR 3.27 billion) on laboratory diagnostics – a small 
amount in comparison to SHI’s total overall expenditures of USD 192.2 billion (EUR 
144.5 billion). SHI expenditures for laboratory diagnostics increased by approximately 
8.6% over the period 1994-2004 and the number of laboratory tests has nearly doubled 
over the past 20 years. The German Federal Statistics Office reported health 
expenditures of USD 311.46 billion (EUR 234.18 billion) for the year 2002. Of this 
amount, USD 7.86 billion (EUR 5.913 billion) or 2.5%, were spent on laboratory testing. 
 
A total of 13.76 million prescriptions of diagnostics were issued in 2003, 1.68 % of the 
total prescription market, with a sales volume of USD 639.1 million (EUR 480.53 million) 
at pharmacy retail prices. Diagnostic products sold in pharmacies categorized as OTC-
drugs in 2003 totaled USD 573.95 million (EUR 431.54 million), down 10.6% from 2002. 
 

Germany: Health Expenditures by Payor 
EUR million  

 2000 2001 2002 
total expenditures   218,784 227,097 234,179
    city, state and communal budgets 17,380 18,315 18,387
    statutory health insurance 124,393 128,865 133,348
    public long-term nursing care insurance 15,638 15,895 16,357
    public old age insurance 3,941 4,091 4,279
    public accident insurance 3,795 3,868 3,971
    private health insurance 17,868 18,677 19,726
    employers 9,201 9,609 9,618
    private households/private 
    non-profit organizations 

26,567 27,776 28,492

Source: German Federal Statistics Office 
 
In 2003, Germany counted 2,221 hospitals and 1,343 prevention and rehabilitation 
centers. Of 304,000 physicians, 112,763 were practicing in hospitals in the year 2003.   
 
Until 2007, the hospital budgets still in effect will be changed into unified pricing 
schedules, with a considerable impact on hospitals. The period of hospitalization is likely 
to be significantly curtailed and this will mean a reduction in the number of beds 
available - an estimated 20% to 30% - and in the number of hospitals. Since January 
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2004, Diagnosis Related Groups (DRGs) have been introduced into inpatient 
reimbursement. 
 
In the general practitioner segment a steady decline of laboratory fees is notable. The 
amount paid by the SHI for laboratory services dropped by more than half from USD 
1.64 billion (EUR 1.23 billion) in 1980 to a mere USD 1.86 billion (EUR 1.4 billion) in 
2003, (1.24% of total statutory health insurance expenditures), while the number of 
laboratory tests carried out more than doubled over the same period, and overall SHI 
expenditures tripled. In 1980, laboratory fees still accounted for 2.86% of total SHI 
expenditures. 
 
In 1999, at the suggestion of the Federal Union of SHI-accredited physicians, it was 
decided to launch laboratory budgets for physicians. As a result, the number of special 
laboratory tests dropped by as much as 40% and at the end of 2003, still stood below 
30% of pre-99 levels. In 1998, 124 million special laboratory tests were completed at 
fees totaling USD 1.36 billion (EUR 1.02 billion). In 2000, this number dropped to 81 
million tests with fees totaling USD 1.03 billion (EUR 771 million), and in 2003, the 
number of tests carried out numbered 88 million at a total value of USD 1.03 billion (EUR 
777 million). The SHI spent USD 2.38 billion (EUR 1.79 billion) in total for laboratory 
fees in 2003, almost as much as diagnostics industry sales in Germany in 2003.  
 

 Total expenditures of laboratory fees in EUR 
million  2003
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Source: VDGH 
 
General practicioners performed laboratory tests in 2003 valued at USD 1.03 billion (EUR 
772 million). Of these, 87% were general laboratory tests, valued at USD 558.6 million 
(EUR 420 million). 
 
Given the tight budgets of the statutory health insurance, the SHI reimburses very 
limited preventive diagnostics. These are:  

 Maternity check-ups;  
 Children and adolescent examinations at the age from 1 to 6 and at the age of 

13;  
 Annual preventive examination for women (cytological examination of uterine 

cancer) starting at the age of 20; 
 Preventive examination for women and men (health check-up), every two years, 

starting at the age of 35; 
 Preventive cancer check, beginning at the age of 50. 

 
Patients have to bear the costs of all the other tests, which are not contained in the 
preventive directive or which are performed without a disease diagnosis. 
 
End-Users 
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User Groups in the IVD market in Germany in 2003 came from the following segments 
(in percent): 
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Source: VDGH 
 
Over the next few years the majority of IVD tests will continue to be done in hospital 
laboratories. Nevertheless, it is expected that patients will become more aware of the 
variety of IVD technologies and therapies available. Therefore, by 2008, analysts 
estimate that up to 20% of all tests are likely to have shifted towards the community 
care level, with home-testing becoming more popular as well. 
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Source: Frost & Sullivan 

Segments End users: 
Clinical Chemistry 
Market 

 Clinical laboratories: 
 Central hospital labs 
 Reference labs 

 Decentralized settings 
 Physician office labs  
 Remote hospital wards 

Coagulation Market  Central laboratories 
 Acute care (critical/intensive care) hospital 

units, such as emergency rooms, operating 
theaters coronary units and recovery  

 Outpatient wards 
 Self-testing: discharged patients 

Haematology Market  Central laboratories 
 Decentralized hospital laboratories 
 Blood collection facilities, e.g., blood banks and 

transfusion centers 
 Midwives and gynaecology wards 
 ICUs 
 Dialysis wards 
 Neonatal and paediatrics departments 
 Primary care, including doctors’ offices 

Immunoassay Market  Clinical laboratories: 
 Hospital central labs 
 Reference labs 

 Decentralized settings 
 Physician office labs 
 Remote hospital wards  

Point of Care Market  Central labs 
 Hospital wards, i.e., critical care, ER, outpatient 

wards (90%) 
 Community care, i.e., doctor’s office, 

healthcare clinics (10%) 

 
 
Legal requirements 
 
As of December 7, 2005, the EU-Directive (98/79/EG) on In-Vitro Diagnostics requires 
that all IVD products including accessories must have CE marking. Other certifications 
are not necessary and not allowed. The CE marking is an administrative and quality 
symbol for IVD products recognized worldwide in the interest of facilitating trade and 
denotes that the IVD product has passed the required conformity assessment procedures 
and that it satisfies all regulations. In particular, the CE mark papers document 
performance of the risk analysis and satisfaction of all “Basic Requirements,” with the 
use of state-of-the-art technology.  
 
The IVD Directive divides in-vitro diagnostics into two categories, high risk and low risk. 
IVD products constituting a high risk and self-test products have to be certified by a so-
called “Notified Body”.  A listing of Notified Bodies is available at www.edma-IVD.be-
Tradeassociations. 
 
Notified Bodies also examine product design and batch release high-risk products. With 
low-risk products, the manufacturer declares at his own responsibility that his products 
are in conformity with the requirements of the law. This declaration includes 
confirmation of a quality assurance program in place. Low-risk products have to pass 
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through conformity assessment procedures only. In all cases, the manufacturer, i.e., 
product production and the movement of IVD products on the market, are subject to 
control by the responsible regional authority.   
 
Since the European Union enlarged in March 2004, the description and operating 
instructions have to be multilingual. The German Packaging Ordinance regulates that 
manufacturers and distributors have to take back packaging and have to re-use or 
recycle its constituent materials. 
  
The German Medical Devices Act (“Medizinproduktegesetz”-MPG) requires a risk analysis 
for all IVD products, as well as an effective quality management system for all 
production processes with IVD products. Until now quality management systems have to 
be in accordance with standards of DIN EN ISO 9001. After July 2006, there will be one 
standard solely and exclusively for medical devices (including in-vitro diagnostics), 
namely DIN EN ISO 13485:2003. 
 
Other legal regulations are contained in the EU IVD Directive, see 
http://europa.eu.int/comm/enterprise/medical_devices/legislation_en.htm 
and the German Medical Devices Act, see 
http://bundesrecht.juris.de/bundesrecht/mpg/gesamt.pdf 
(in German only). 
 
Tariffs, Import regulations 
Official trade barriers, such as quotas, do not exist. Both diagnostic instruments (HS 
Code 9018199000) and diagnostic reagents (HS Code 30063000) are duty-free. 
However, a 16 percent Import-Turnover Tax (Einfuhrumsatzsteuer) must be paid at the 
border, and is, in later distribution stages, passed on to the ultimate end-user in the 
form of the value-added tax (VAT or Mehrwertsteuer-MWSt). For customs clearance, a 
product label in German is required describing the use, origin and value of the product. 
 
Competition 
 
The top 5 German producers of in-vitro diagnostics are 
 
-Roche, Grenzach-Wyhlen, Germany 
-Bayer, Leverkusen, Germany 
-Lifescan, Neckargemuend, Germany 
-Berlin-Chemie, Berlin, Germany 
-Abbott, Wiesbaden, Germany 
 
According to market insiders, market leader Roche accounts for half of the German IVD 
market. The top five manufacturers account for 87% of the sales of approximately 140 
suppliers in Germany. 
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Top Ten IVD Companies in Europe in 2003 
 

Activity 

Source: Frost & Sullivan 

Company Market 
share 

Clinical 
Chemistry 

Coagulation Haemat 
ology 

Immuno 
assy 

Micro 
biology 

Molecular  
Biology 

POC 

Roche 14% x x x x  x x 
Dade  13% x x  x x x x 
Abbott 11% x  x x x x x 
Beckman 10% x x x x x x x 
Bayer 9% x  x x x x x 
bioMerieux 8%  x  x x x  
J&J/ OCD 6% x   x    
BD x       
DPC x   x  x  
Bio-Rad 

& 
others 
29%    x x x  

 
 
Exports and Imports 
 
The German diagnostics industry is heavily export-oriented; roughly three-fourths of its 
production was sold abroad in 2004, only one-fourth remained in Germany. There are no 
import/export data available for IVD.  According to the German Federal Statistics Office, 
Germany exported diagnostic reagents in the amount of USD 678.89 million (EUR 
510.44 million) in 2004.  Reagents valued at USD 82.4 million (EUR 62 million), equal to 
8.5 million kilograms, were exported to the United States. Thus, the United States was 
the second largest customer after Japan, which imported diagnostics reagents valued at 
USD 235.4 million (EUR 177.03 million) from Germany in 2004. In the same year, the 
countries of the European Union imported diagnostic reagents valued at USD 206.8 
million (EUR 155.5 million). 
 
Germany exported reagents for blood typing valued at USD 25.75 million (EUR 19.36 
million) in 2004, to the following markets: 
 
Austria:   USD 3.23 million 
Italy:    USD 3.18 million 
United States:  USD 2.15 million 
Hungary:   USD 1.53 million 
 
Germany imported diagnostic reagents valued at USD 124.1 million (EUR 93.3 million) in 
2004. Reagents in amount of USD 98.3 million (EUR 73.9 million) came from the EU; of 
those USD 59.2 million (EUR 44.5 million) came from Ireland. The United States 
exported 1.2 million kilograms of diagnostic reagents, with a value of USD 5.65 million 
(EUR 4.25 million), to Germany in 2004. 
 
Germany imported diagnostic reagents for blood typing valued at USD 26.84 million 
(EUR 20.13 million) in 2004. Nearly half of these imports (USD 22.28 million) came from 
Switzerland. The United States exported reagents for blood typing in the amount of USD 
8.38 million (EUR 6.30 million) to Germany in 2004.  Germany continues to be an 
interesting export market for U.S. diagnostic product suppliers, as about one-fourth of 
the products sold in Germany are of foreign origin.  
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Events 
 
Medica 
World Forum for Doctor’s Surgeries and Hospitals- 
International Trade Fair Congress 
 
Düsseldorf, November 16-19, 2005 
Düsseldorf, November 15-18, 2006 
 
“Medica” is the most important international annual trade fair for the medical technology 
industry. In 2004, it attracted 4,000 exhibitors from 67 countries and 136,000 visitors. 
Medica comprises two halls with medical diagnostics and IVD technology.  There are 
traditionally two U.S. pavilions at MEDICA and a USDOC-organized CEO-Corporate 
Executive Office.  
 
Organizer: 
 
Düsseldorfer Messegesellschaft mbH 
Stockumer Kirchstrasse 61 
40474 Düsseldorf 
 
Phone: +49 211 4560-01 
Fax: +49 211 4560-668 
 
http://www.medica.de 
http://www.buyusa.gov/eme/medica2005.html 
 
For further information on the U.S pavilions and the Corporate Executive Office, please 
contact:  
 
Mrs. Anette Salama 
Phone: +49 221 737 767-60 
 
 
Expopharm 
International Pharmaceutical Trade Fair 
 
Cologne, September 22- 25, 2005 
 
Expopharm is Europe's most important and largest trade fair catering to the pharmacy 
and drug store trade. Product categories such as drugs, self-tests, home care, nursing, 
feeding, hygiene, cosmetics, pharmacy installations and services will be on display at 
EXPOPHARM. EXPOPHARM ’04 attracted 410 exhibitors (84% from Germany) and 22,701 
visitors.  Expopharm is an excellent forum to test market OTC diagnostics. 
 
Organizer: 
 
Werbe- und Vertriebsgesellschaft 
Deutscher Apotheker mbH 

 Carl-Mannich-Straße 26 
 

65760 Eschborn 
 
Phone: +49 6196 928411 
Fax: +49 6196 928404 
 
http://www.exopharm.de 
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Biotechnica 
International Trade Fair for Biotechnology 
 
Hannover, October 18-20, 2005 
 
Biennial “Biotechnica” is a fair for biotechnology, nuclear biology, laboratory technology 
and biotechnology products.  Diagnostics featured are: antibiotics, hormones, vaccines, 
blood factors, growth factors, immune stimulators, human proteins, and gene typing.  
 
Organizer: 
 
Deutsche Messe AG 
Messegelände 
30521 Hannover 
 
Phone: +49 511 890 
Fax: +49 511 8932626 
 
http://www.biotechnica.de 
 
 
Trade Associations: 
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Verband der Diagnostica-
Industrie e.V. 
(Association of the 
German Diagnostic 
Industry) 

im VCI (Haus der Chemie) 
Karlstraße 21 
60329 Frankfurt am Main, 
Germany 

Phone : +49 69/2556-
1730 
Fax: +49 69/23 66 50  
Email: vdgh@vdgh.de  
Internet: 
http://www.vdgh.de 
 
 

VDGH represents the 
interests of 77 
manufacturers and 
distributors of 
diagnostic products in 
Germany. 

BVMed-Bundesverband 
Medizintechnologie e.V. 
(German Medical 
Technology Association) 

 

Reinhardtstr. 29 b 
10117 Berlin, Germany 
 

Phone: +49 30 246 
2550 
Fax: +49 30 246 255 - 
99 
Email: info@bvmed.de 
Internet: 
http://www.bvmed.de 
 

BVMed represents 
about 200 
manufacturers and 
service providers of 
medical devices. 

EDMA- European 
Diagnostic Manufacturers 
Association 

Place Saint-Lambert, 14 
1200 Brussels, Belgium 

Phone: +32 2 772 
2225 
Fax: +32 2 772 2329 
E-mail : edma@edma-
IVD.be 
Internet: 
http://www.edma-
ivd.be 
 
 

EDMA represents the 
in-vitro diagnostics 
(medical testing) 
industry active in 
Europe. 

VFA-Verband forschender 
Arzneimittelhersteller e.V. 
(German Association of 
Research-Based 
Pharmaceutical 
Companies) 

Hausvogteiplatz 13 
10117 Berlin, Germany 
  

Phone:+49 30 20604-0 
Fax:+49 30 20604-222 
Email: info@vfa.de 
Internet: www.vfa.de 

VFA is the trade 
organization of 
research-based 
pharmaceutical 
companies in 
Germany. 
39 leading research-
based pharmaceutical 
companies are 
organized in the VFA.  
 
 

BAH- Bundesfachverband 
der Arzneimittelhersteller 
e. V 
(Federal Association of 
Medication Manufacturers) 

Ubierstr. 71-73 
53173 Bonn, Germany 

 

Phone:+49 228 9574 
50 
Fax: +49 (0) 228 
95745 90 
Email: bah@bah-
bonn.de 
Internet: www.bah-
bonn.de 
 

BAH represents the 
interests of roughly 
435 pharmaceuticals 
manufacturers. 

BPI-Bundesverband der 
Pharmazeutischen 
Industrie e. V. 
(Association of the 
German Pharmaceutical 
Industry) 

Robert-Koch-Platz 4  
10115 Berlin, Germany 

Phone: 030-27909-0  
Fax: 030-27909-361  
E-Mail: Berlin@bpi.de 
Internet: www.bpi.de 
 

Service provider and 
representative body 
for the pharmaceutical 
industry; 
300 companies with 
some 74,000 
employees are 
affiliated with the BPI. 

Major Trade Publications: 
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Pharmazeutische 
Zeitung der Apotheker 
(Pharmaceutical 
Journal for 
Pharmacists) 

Govi-Verlag 
Verwaltungsgesellschaft 
mbH 
Deutsches Apothekenhaus 
 
Carl-Mannich-Straße 26 
65760 Eschborn 

Phone: +49 6196 
928-0 
Fax:  
+49 6196 928183 

Publication: 
weekly 
 
Specialized in 
drugs and 
pharmaceutical 
products; targets 
the pharmacy 
market. 
 

Das Freie Medicament 
(Self-medication) 

Bundesfachverband der 
Arzneimittel-Hersteller e. V 
 
Ubierstr. 71-73 
53173 Bonn 

Phone: 
+49 228 95745-
22 
Fax: 
+49 228 95745-
90 

Publication: 
eight times a 
year 
 
Reflects 
developments 
and political 
issues in the 
self-medication 
market in 
Germany. 

Krankenhauspharmazie 
(Hospital Pharmacy) 

Deutscher Apotheker 
Verlag 
 
Birkenwaldstraße 44,  
70191 Stuttgart 

Phone:  
+49 711 25 82–2 
34  
Fax: 
+49 711 25 82–2 
83 

Publication: 
monthly 
 
Targets the 
hospital 
pharmacy 
market. 

Medikament & Meinung 
(Medication & Opinion) 

BPI- Bundesverband der 
Pharmazeutischen 
Industrie 
 
Karlstr.21 
60329 Frankfurt 

Phone: 
+49 69 2556-0 
Fax: 
+49 69 237813 

Publication: 
Monthly 
 
major pharma 
trade association 
newsletter. 

 
For More Information 
 
The U.S. Commercial Service Germany can be contacted via e-mail at: 
anette.salama@mail.doc.gov or dusseldorf.office.box@mail.doc.gov, 
website: http://www.buyusa.gov/germany/en/. 
 
You can locate your nearest U.S. Export Assistance Center, as well as Commercial 
Service offices overseas by visiting www.buyusa.gov. 
 
 
To the best of our knowledge, the information contained in this report is accurate as of the date published. 
However, The Department of Commerce does not take responsibility for actions readers may take based on the 
information contained herein. Readers should always conduct their own due diligence before entering into 
business ventures or other commercial arrangements. The Department of Commerce can assist companies in 
these endeavors. 
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